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The following corrections or additions to the January 15, 1998 list were made in June, 1998

New Approvals

ANADA Number: 200-229

Pioneer Product: 140-896
Trade Name: Tri-Otic Ointment
Ingredients: Gentamicin sulfate, betamethasone valerate, clotrimazole
Sponsor: Med-Pharmex, Inc.
Approval Date: 04/08/98
Status: Prescription only
Route: Topical
Species: Canine
Drug Form: Ointment
Concentration: Each gram contains: gentamicin sulfate equivalent to 3 mg gentamicin base, betamethasone valerate

equivalent to 1 mg betamethasone, and 10 mg clotrimazole
Indications: For the treatment of canine acute and chronic otitis externa associated with yeast (Malassezia

pachydermatis, formerly Pityrosporum canis) and/or bacteria susceptible to gentamicin.

21CFR  524.1044 and 510.600

NADA Number: 141-105

Trade Name: Program™ 6 Month Injectable for Cats
Ingredients: Lufenuron
Sponsor: Novartis Animal Health US, Inc.
Approval Date: 03/13/98
Status: Prescription only
Route: Subcutaneous
Species: Feline
Drug Form: Liquid (Suspension)
Concentration: 10% lufenuron  (0.4 mL and 0.8 mL unit dose syringes based on body weight)
Indications: For the control of flea populations in cats six weeks of age and older.
Patent No.: 4,798,837  Expiration date: 01/2006

5,416,102 05/2012
5,420,163 05/2012

Exclusivity: 3 years

21CFR  522.1289
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Supplemental Approvals

NADA Number: 120-648

Trade Name: Panacur®, Safe-Guard®
Ingredients: Fenbendazole
Sponsor: Hoechst Roussel Vet
Approval Date: 04/20/98
Status: Over-the-counter
Route: Oral
Species: Equine
Drug Form: Paste
Concentration: 10% fenbendazole
Indications: For treatment of encysted mucosal cyathostome (small strongyle) larvae including early third stage

(hypobiotic), late third stage, and  fourth stage larvae in horses.
Exclusivity: 3 years

This supplemental application provides for expanding the indications listed above.

21CFR 520.905

Change of Sponsor

NADA Number: 141-080

From: Deprenyl Animal Health, Inc.
To:  Pfizer, Inc.
235 East 42nd Street
New York, NY 10017
Drug labeler code: 000069

Change of Sponsor Name

From:  Boehringer Ingelheim Animal Health, Inc.
To:  Boehringer Ingelheim Vetmedica, Inc.
Drug labeler code: 000010

From:  Med-Pharmex, Inc., Biomed Laboratories
To:  Med-Pharmex, Inc.
2727 Thompson Creek Rd.
Pomona, CA 91767-1861
Drug labeler code: 051259
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Suitability Petition Action

Number: 98P-0159/CP 1
Sponsor: Phoenix Scientific, Inc.
Petition: Request permission to file an ANADA for a generic Ivermectin Chewable Tablet which differs from

the pioneer product, Heartgard-30®, Merial Limited NADA 140-886 by the following
characteristics:  Ivermectin generic is a compressed chewable tablet and Heartgard is an ‘extruded’
Chewable tablet.

Action: Approved on 06/18/98.

Number: 98P-0190/CP 1
Sponsor: Blue Ridge Pharmaceuticals, Inc.
Petition: Request permission to file an ANADA for a generic new animal drug ivermectin/pyrantel pamoate

which differs from the pioneer product, Heartgard-30® Plus, Merial Limited, NADA 140-971, by
the following characteristic:  Ivermectin/pyrantel pamoate generic is a compressed chewable tablet
and Heartgard-30® Plus is an ‘extruded’ tablet.

Action: Approved on 06/22/98.


